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Responsive to communication(s) filed on 05 July 2001 . 

This action is FINAL. 2b)l3 This action is non-final. 

Since this application is in condition for allowance except for -formal I matters prosecutior , as to the ments » 
Sd in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) IEl Claim(s) 13 and 14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 
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Application Papers 
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11, D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)D All b)D Some*c)D None of. 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3D Copies of the certified copies of the priority documents have ta»n rece ived in this Nationa. Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
♦Seetheatta^ 

U)D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional appl.cat.on). 

a) □ The translation of the foreign language provisional application has been re ce^ 
15)B Acknowledgment is made of a claim for domestic pr.or.ty under 35 U.S.C. §§ 120 and/or 121 . 

Attachments) 



1) ^ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) _ ■ 



4) □ Interview Summary (PTO-413) Paper No{s). ■ 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) D Other: 



U S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 8 



Page 2 

Application/Control Number: 09/488,728 
Art Unit: 1646 

DETAILED OFFICE ACTION 

Applicants' amendment filed on 5 July 2001 (paper No. 7) is acknowledged and entered. 
Following the amendment, the original claims 3-6 are canceled, and the new claims 
are added. Currently claims 13 and 14 are pending and under considerate. 

^m^Mmm tHp ^ntive A new title is required that is clearly 

The title of the invention is not descriptive. A new 4 

indicative of the invention to which the claims are directed. 

r>n„hfr Patenting Rejections: Hnrtrine 

■ The nonltuiory f» T SSor 
grounded in public policy (a policy reflec d mte-fj^d by . and ,o prevent possible 

application. See 37 CFR 1 .130(b). of record may sign a termina i 

CFR 3.73(b). 

Claims .3 and ,4 are rejected under the judicially created doctrine 
doubie patenting as being unpatentable over claims 5 and 7 of U.S. Patent No. 6,083, 6. 

£1 folding reasons. Claim 5 of the patent is directed to a method of heaUng est— 
^ ling adnlster tag an effective amount of soluble IW7 — - 

te dependent claim 7 is directed to the ex.acel.ular domam of SEQ ID NO. ^ 
variant „d fragments thereof, which are identical to the 1— » th !Tof the 1 t » 
application The method steps and the compositions used m the method of the patent are 
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, atine or prevent ulcerative colitis, diabeKs and Crohn's disease. The recited limitation in 
T r teLd of prevent • is noted, >n searching the prior art, the res* of 

^„v,„« nnd Reject under ?5 V.S.C §112: 

The following is a quotation of the second paragraph of 35 U.S.C. u. 

claiming the subject matter which the applicant reg 

Claim 14 is rejected under 35 U.S.C. U2, second paragraph, as heing indefinite for 
* e inVemi0 "' M . . . , iniK for ^.tag the limitation of "the GAP computer program" in part 

th e scope of the protein sequences » the clam, Therefore m 

• ^ Tt i« <meeested the recitation to be eliminated irom u 
be unambiguously determined. It is suggested 

such algorithm is no longer required. 

The following is a quotation of the first paragraph of 3 5 

The specification shal. contain a written sRiSed in the 

S and using it, in »*. Jf^^* y — d, to make and use the same and shaii 

- , « tt c C 1 12 first paragraph, as containing subject 
Claims ,3 and .4 „ reacted under 5 U^C 1* P ^ ^ ta ^ 

matter which was no, described in the spectftcauon * J 

art ,„ which it pertains, or wiih which it is most nearly conn*** » 

The factors considered when are not limited 
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THe specification discioses a -d-d of treating osteoarthritis (OA, with a soluble IL-,7 

m 17R, as the solub.e IM7R inhibits the production of mtnc ox.de (NO) by 
receptor (II,,7R)^ to ^ ^ ^ NQ ^ ^ for lts 

,„ paper No. 7), that the pr ^ ^ ^ 

of NO synthetases <W»»*» ion of ^ oxid e (NO, 

oycartilage-assoctatedcells m OA,* pp ^ js ^ 

(or treating diseases set for* ab v * ~ ^ my be promoKd by oth er 

factors, such as IL-ip, INf a, an 195 . 2 34-44, the abstract). 

ind ucer of NOS (Liew, CiBA Foundation yn^srurn »» ^ 
Wore, the generaiized idea of appiying the soiu ^ iL-™ t - 
elevat ed ieveis of NO, such as uicerative coiitis, dtabetes, Cr^ d,^, b J 
exantpie of OA is not convincing. The prior art reveais tha, .L ip ^ ^ KSearch , 

, m m , 77 , „ abstract ^^^^ ,, .ntheabsence 
« h asdernons^an— ^ ^ ^ „ fc 



diseases. 
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Given .he reasons above, and the breadth of «he claim in light of the nature of the 
mention which is a method of antagonizing IL-17, the state of the prior ar, of lack of support m 
IL .,7 involvement in those diseases, tire lack of predictability in the art, and the lack of taction 
or guidance and working examples for treating a disease Usted in the claims with the soluble IL- 
17 R, i, would require undue experimentation for the skilied artisan to practice the invention as 

claimed. 

Furthermore, even if the specification taugh, how to use the soluble IM7R to treat the 
claimed diseases, enablement would no. be commensurate in scope of an 
tZmatorv disease, as in Cairn ,3, varian, of tire protein with a. .east abou.70. . = 
and binding IL-17 as in par, (c) of claim .4, and fragments of the pro.cn as m par, (d) of chum 

M ' With respec. .o tine claim limitation of preying an inflammatory diseases, the prior ar, 

is tire diseases can be treated. To prevent tire diseases, wouid necessanly mean **« 
ind ividua. would have ,o be firs, identified as a, tire risk before a disease develops, - 
given tire soluble IL-17R, and such administration would ensure that the mdrvrdua, d^„ 
develop tire disease, As neither the prior ar, nor tire specification has estabhshed how * 
tj, individuals who are «a, risk for the disease", a metirod of preventing „ v ,d. 

tenure tire recitation in claim 13 tira. "administering an effective amoun. of „„ — - 
teads on tire full lengtir macule of IL-17R, and .he specification does no. each 
; r se such a molecule, which is non-s„,ub,e, and no. routinely purified, or us* for 

Cic purposes, tirus i. is no, predictable whe.her such no,so,uble molecule wourd 

llicable for tire claimed memod of use. Therefore, undue experiment ,s reared ,o 

determine such prior practicing the claimed invention. 

, . • tt 17R with SEO ID NO:2, and human IL- 
acid sequences of 1L-17R with particular.* murme !L-17R wrti, SEQ ID . 

,vp J,h SEO ID NO-4, and two specific fragments thereof. No other IL-17R vanants 
17R wm SEQ ID N0.4, d ^ ^ rf ^ ^ a 

fragments meeting the hrmtations of the claim we 

ailed to a protein having 70-/. sequence identity to the extraocular domam of SEQ ID NO.2 
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or 4, and binding IL-17. The specification does not define structurally and functionally any 
variants of SEQ ID NO:2 or 4, or provide any specific guidance as to which regions of the 
proteins would be tolerant of variations and which would not regarding to retaining the 
functional activities of the polypeptides. In order to make a sequence variant, for instance, with 
the reasonable assurance that it would have the desirable property of the invention, such as 
binding IL-17, the artisan would need to know which regions of the disclosed molecule are 
responsible for the interaction underlying its biological function(s). The specification provides 
neither clear direction or enough guidance, nor working example to teach how to make a 
commensurate number of the claimed species. As so, it would require undue experimentation to 
practice the invention in a manner commensurate in scope with the claim. 

Part (d) of claim 14 encompasses fragments of the protein in part (c). The specification 
provides'™ direction, guidance, or working example to teach how to make a commensurate 
number of the claimed species. It is in no way predictable that a randomly selected fragment of a 
protein having 7 0 o/ o sequence identity to the extracellular domain of SEQ ID NO:2 or 4, would 
afford a protein having activity comparable to the one disclosed (binding IL-17). Therefore, 
undue experimentation would be required of the skilled artisan to make the claimed invention in 
its full scope. 

y 0 \ori\nnsi Over Prior Art: 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless- 

(a) the invention was known or used by others in this county or patented or described in a printed pubhcafon ,n th.s 
or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 13 and 14 are rejected under 35 U.S.C. 102(a) as being anticipated by Yao et al, 

WO 96/29408. . 

Yao discloses a method for suppressing rejection of a grafted organ or tissue in a graft 
recipient using a soluble IL-17R having amino acid residues 1-322 of SEQ ID NO:2 or 1-320 of 
SEQ ID NO10 which share the identical amino acid sequence with SEQ ID NO:2 or 4 of the 
present invention. The method steps and the compositions used in the method of the patent are 
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identic* to those in claims 13 and .4 of «he present invention. Although the method of the 
current invention is for treating and g ulcerative colitis, diabetes and Crohn s dvsease 

ft. recited limitation of w„u.d encompass any or all individuals, including those of 

graft recipients in Van's invention, because tire results of record from searching the pnor art, 
nave no. established that tire Calmed diseases can be predicted prior to the 
disease. As so, the claim limitation reads on that any or all individual, Therefore, the reference 
anticipates the current claims. 



Conclusion: 

No claim is allowed. 



A -^^l^ - —ion shotdd be ducted to Oong whose 
.elephone number is 703-305-.345. The examiner can normally be reached on Monday - Fnday 

fto m9:00AMto6:00PM. ^ ^ the examiner. 

If attempts to reach the examiner oy P 
supervisor, Yvonne Eyler, can be reached on (703) 308-6564. The fax phone number for 
organization where this application or proceeding is assigned is 703-308-0294. 

Any incmiry of a general nature or relating to the status of this application or proceedmg 
should be directed to the receptionist whose telephone number is 703-308-0196. 
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